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SUBJECT: FDA ADVISORY - DEFECTIVE MEDICAL DEVICE 

RECALL T- 112-7 

1 . FDA ADVISES OF THE FOLLOWING DEFECTIVE DEVICE: 

PRODUCT INVOLVED: CASTLE SURGICAL TABLE (MODEL T-5000) WITH 
SCHOLZ IMAGE INTENSIFICATION TOP. THE SCHOLZ IMAGE INTEN 
SIFICATION TOP (SCHOLZ SURGICAL TOP, SYSTEM 1564) IS 
ATTACHED ATOP THE SURGICAL TABLE FOR USE IN TAKING X-RAYS 
OF PATIENT. 

PRODUCT IDENTIFICATION: (A) SURGICAL TABLE-CASTLE CO., MODEL 
T-5000, FIVE SECTION - ADJUSTABLE OPERATING TABLE. (B) 

IMAGE INTENSIFICATION TOP-FLAT SURGACED BOARD, BLACK IN COLOR 
APPROX. 60 INCH LONG X 20 INCH WIDE X 3/4 INCH THICK. ON 
ONE END IS TWO METAL HOOKS FOR ATTACHING IT TO THE TABLE. 

APPROX. 12 INCHES DOWN THE BOARD, ON EACH SIDE, IS A SPUR 
WHICH WHEN IN PLACE HOLDS THE TOP IN PROPER ALIGNMENT ON THE 
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TABLE. ON THE UNDERSIDE OF THE TOP IS A LABEL READING IN 
PART, "MODEL 1564 SER.NO. XXX CODE XXX FRANK SCHOLZ X-RAY 
CORP. NEEDHAM HEIGHTS, MA. 02194". LABEL IS APPROX. 1 INCH 
BY 3 INCHES IN SIZE. 

MANUFACTURER: 
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(A) TABLE: CASTLE CO.-DIV. SYBRON CORP. 

1777 E. HENRIETTA ROAD 

ROCHESTER, NEW YORK 14623 

(B) TOP: FRANK SCHOLZ X-RAY CORP. 

P O BOX 223 

NEEDHAM HEIGHTS, MASS 02194 

RECALLING FIRM: CASTLE CO.-DIV. SYBRON CORP. 

1777 E. HENRIETTA ROAD 
ROCHESTER, NEW YORK 14623 

REASON FOR RECALL: CASTLE CO. WAS NOTIFIED IN OCT. 1976 
THAT DURING USE ON ONE OF THEIR MODEL T-5000 SURGICAL TABLE 
ONE OF THE HOOKS ON THE TOP BEING USED BROKE. NO INJURY 
WAS REPORTED. THE COMPLAINANT'S DESCRIPTION OF THE INCID- 
ENT DISCLOSED THAT THE TABLE WAS USED IMPROPERLY AT THE 
TIME. THE SECTION OF THE TABLE SUPPORTING THE SPURS OF THE 
TOP WAS LOWERED, CAUSING EXTRA STRAIN ON THE HOOKS. UNDER 
THIS EXTRA STRAIN ONE OF THE HOOKS BROKE. CASTLE CO. WAS 
ABLE TO RECONSTRUCT THE INCIDENT AT THEIR LABORATORY BY 
FOLLOWING THE STEPS DESCRIBED BY THE COMPLAINANT. FIRM 
DETERMINED THAT CORRECTIVE ACTION SHOULD BE TAKEN. 

2. POST REQUESTED TO CONTACT FOREIGN CONSIGNEE TO DE- 
TERMINE IF THEY HAVE BEEN ADVISED OF CORRECTIVE ACTION 
REQUIRED. THE FIRM WILL AFFIX CAUTION LABEL TO (1) THE 
CONTROL UNIT OF THE TABLE (2) THE SURFACE OF THE TOP. 

INSTRUCTIONS FOR USE WILL BE CHANGED IN THAT PLACEMENT OF 
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THE TOP ON THE TABLE WILL BE CHANGED SO THAT THE EXCESS 
STRAIN WILL NOT BE ON THE HOOKS EVEN IF THE TABLE IS 
OPERATED IMPROPERLY. 

NEW HOOKS HAVE BEEN DEVELOPED BY FRANK SCHOLZ X-RAY CORP. 

THE NEW HOOKS ARE MADE OF STEEL INSTEAD OF ALUMINUM AND 
ARE ALSO HEAVIER THAN THE ORIGINAL ONES. NEW HOOKS WILL 
BE INSTALLED ON ALL OF THE TOPS LOCATED. 

3 . FOREIGN CONSIGNEE AS FOLLOWS : 

FUTABA KI KAI CO., LTD. 

FUJIMAE BUILDING 
NO. 27-16, 2, CHOME 
HONKOMEGONE 
BUNKYO-KU 

TOKYO JAPAN CHRISTOPHER 
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